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C. Predicate Device: A I  37605 Cook PlCC Catheters 

D. Device Description: 

The Medcomp Silicone Vascu-PICCTM Catheters are designed for peripheral vein 
catheterization. The Silicone Vascu-PICCTM lumen is comprised of a soft 
radiopaque silicone material. The lumen is connected to the extensions via a soft 
pliable hub with suture wing for secure placement. Clamps are provided on the 
extension tubes to prevent aidfluid communication. Female her connectors 
provide the connection for intravenous administration. 

The catheters are available in 3F, 4F, and 5F single lumen versions, and 4F, 5F, 
and 6F double lumen versions. All versions are 60 cm long with depth markings 
in 5cm increments. 

The Silicone Vascu-PICCTM Catheter product line is packaged with the necessary 
accessories to facilitate catheter insertion. 

E. Intended Use: 

The Medcomp Silicone Vascu-PICCTM Catheters are designed for long-term 
central venous catheterization or prolonged intravenous administration of fluids, 
medications, and/or when nutritional therapy is prescribed. 

This catheter may be inserted via the basilic or cephalic vein. 

F. Comparison to Predicate Device: 

The Medcomp Silicone Vascu-PICCTM Catheter is substantially equivalent to the 
predicate device in terms of intended use, insertion method, anatomical location, 
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design, material type, performance, labeling, manufacturing process, and method 
of sterilization. 

G. Performance Data: 

In vitro testing was performed on the Medcomp Silicone Vascu-PICCTM Catheter 
to assure reliable design and performance in accordance with IS0 10555-1 and 
10555-3. 

Biocompatibility testing on the Medcomp Silicone Vascu-PICCTM Catheter 
demonstrates that the materials used meet the requirements of IS0 10993 for a 
permanent contact device. 
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INDICATIONS FOR USE 

Device Name: MEDCOMP SILICONE Vascu-PICCTMCATHETER 

I nd ications for use: 

THE MEDCOMP SILICONE Vascu-PICC” CATHETERS ARE DESIGNED FOR LONG-TERM 
CENTRAL VENOUS CATHETERIZATION OR PROLONGED INTRAVENOUS ADMINISTRATION OF 
FLUIDS, MEDICATION, AND /OR WHEN NUTRITIONAL THERAPY IS PRESCRIBED. 

THIS CATHETER MAY BE INSERTED VIA THE BASlLlC OR CEPHALIC VEIN. 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

--- 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

, 

Prescription Use L OR - Over-The-Counter 
(Per 21 CFR 801 .log) 

(Optional Format 1-2-96) 
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